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DETAILED ACTION 

RE: Hung et al. 

1 . Applicant's response filed on 2/15/2008 is acknowledged. 

2. Claims 1-3, 5, 7, and 13-15 are pending and under examination. Claims 4, 6, 8- 
12, and 16-70 have been cancelled. 

Response to Arguments 

Claim Rejections - 35 USC § 103 

3. The rejection of claims 1-3, 5, 7, and 13-15 under 35 U.S.C. 103(a) as being 
unpatentable over Fabian et al. (J. Cell Biochem., 1993, 17G: 153-160, IDS), in view of 
Sauteret al. (British J. Cancer, 1997, 76(4): 494-501, IDS), JAMA (JAMA, 1973, 224 
(6): 823-827), and Knight et al. (Ann. Clin. Res., 1980, 12(15): 202-207) is maintained. 

The response states that none of the cited reference teaches a method of ductal 
lavage. The response states that the obviousness rejection is based on hindsight from 
these disparate references to provide random elements of the claims. The response 
states that the examiner failed to present evidence, preferably in the form of some 
teaching, suggestion, incentive or inference in the applied reference, or in the form of 
generally available knowledge that one having ordinary skill in the art would have been 
motivated to make the claimed invention and would have had a reasonable success in 
making the claimed invention. 

Applicant's arguments have been carefully considered but are not persuasive. 
The JAMA reference teaches a method for early detection of breast cancer in a patient 
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comprising inserting hair-like catheters into breast ducts with the help of an operating 
microscope, flushing the ducts with saline for cell studies; and b) examining the fluid to 
identify abnormal cells (see page 825, left column, 3 rd and 4 th paragraph, and page 826, 
right column, 3 rd paragraph). Therefore, the JAMA reference teaches a method of 
ductal lavage. Applicant s arguments that the examiner uses hindsight reasoning to 
establish the prima facie case are not persuasive. "Any judgment on obviousness is in a 
sense necessarily a reconstruction based on hindsight reasoning, but so long as it takes 
into account only knowledge which was within the level of ordinary skill in the art at the 
time the claimed invention was made and does not include knowledge gleaned only 
from applicant's disclosure, such a reconstruction is proper." Ln re McLaughlin 443. 
F.2d 1392, 1395, 170 USPQ 209, 212 (CCPA 1971). In the instant case, Fabian et al. 
teach a method for early detection of breast cancer comprising cytologically examining 
ductal fluid and further detecting breast cancer markers including estrogen receptor 
expressed on the ductal epithelial cells. The only difference between Fabian et al. and 
the instant invention lies in the way that the ductal fluid is collected; whereas Fabian et 
al. used fine needle aspiration to collect ductal fluid, the instant invention uses nipple 
aspiration and ductal lavage. Collection of ductal fluid by nipple aspiration and ductal 
lavage was well known in the art before the instant invention was made as shown by 
Sauter et al. and the JAMA reference. Sauter et al. teach a non-invasive method for 
early detection of breast cancer comprising collecting nipple aspirate fluid from a 
patient, cytologically analyzing the fluid (e.g. computerized image analysis of nipple 
aspirate fluid epithelial cells), and evaluating the promising cancer markers. The JAMA 
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reference teaches a method for early detection of breast cancer in a patient comprising 
inserting hair-like catheters into breast ducts with the help of an operating microscope, 
flushing the ducts with saline for cell studies; and examining the fluid to identify 
abnormal. Thus the use of nipple aspiration or ductal lavage taught by Sauter et al. and 
the JAMA reference as a alternate way to collect ductal fluid was clearly in the purview 
of those of ordinary skill in the art and was within the knowledge of those in the art at 
the time the invention was made. Moreover one would have been motivated to do so 
because nipple aspiration is simple and non-invasive, and the ductal lavage is shown to 
be effective on obtaining ductal epithelial cells. One of ordinary skill in the art would 
have a reasonable expectation of success to obtain ductal epithelial cells by nipple 
aspiration or ductal lavage of breast milk duct because Sauter et al. teach nipple 
aspiration and JAMA reference teaches a method of obtain ductal cells by lavage of 
breast milk duct. Because of these reasons, the rejection is deemed proper and 
therefore maintained. 

4. The rejection of claims 1-3, 5, 7, and 13-15 under 35 U.S.C. 103(a) as being 
unpatentable over Fabian et al. (J. Cell Biochem., 1993, 17G: 153-160, IDS), in view of 
Love (US Patent No. 6,221 ,622B1 , Date of Patent: 4/24/2001 , effective filing date: 
4/28/1998), and Knight et al. (Ann. Clin. Res., 1980, 12(15): 202-207) is maintained. 

Applicants failed to response to the rejection; as such the rejection is maintained 
for the reasons of record. 
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Double Patenting 

5. The rejection of claims 1 -3, 7 and 1 5 on the ground of nonstatutory obviousness- 
type double patenting as being unpatentable over claims 1 , 9, 1 3, 1 5 and 1 9-21 of U.S. 
Patent No. 6,61 0,484B1 in view of the teachings of Fabian et al. (J. Cell Biochem., 
1993, 17G: 153-160, IDS), and Knight etal. (Ann. Clin. Res., 1980, 12(15): 202-207) is 
maintained. 

Applicants failed to respond to the rejection; as such the rejection is maintained 
for the reasons of record. 

6. The rejection of claims 1 , 7, and 15 on the ground of nonstatutory obviousness- 
type double patenting as being unpatentable over claims 1,2, 11, 13 and 22 of U.S. 
Patent No. 6,642,009B2, in view of the teachings of Fabian et al. (J. Cell Biochem., 
1993, 17G: 153-160, IDS), and Knight etal. (Ann. Clin. Res., 1980, 12(15): 202-207) is 
maintained. 

The response states that the commonly-owned US 6,642,009 does not qualified 
as prior art under 35 U.S.C. 102(e), (f) or (g), and for this reason, the rejection should 
be withdrawn. 

Applicants' arguments have been carefully considered but are not persuasive. 
The provisions of 35 U.S.C. 103(c) can only be relied upon to disqualify a prior art under 
35 U.S.C. 102(e), (f), or (g), thereby overcome a prior art rejection under 35 U.S.C. 103, 
however, they cannot be relied upon to overcome an obviousness double patenting 
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rejection. The obviousness double patenting rejection can be overcome by the filing of 
terminal disclaimers. 

MEPE 706.02 (1) (1) [R-6] states "35 U.S.C. 103(c), as amended by the 
CREATE Act, continues to apply only to subject matter which qualifies as prior art under 
35 U.S.C. 102(e), (f), or (g), and which is being relied upon in a rejection under 35 
U.S.C. 103. If the rejection is anticipation under 35 U.S.C. 102(e), (f), or (g), 35 U.S.C. 
103(c) cannot be relied upon to disqualify the subject matter in order to overcome or 
prevent the anticipation rejection. Likewise, 35U.S.C. 103(c) cannot be relied upon to 
overcome or prevent a double patenting rejection. See 37 CFR 1 .78(c) and MPEP § 
804". 

Conclusion 

7. No claims are allowed. 

THIS ACTION IS MADE FINAL. Applicant is reminded of the extension of time 
policy as set forth in 37 CFR 1 .136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1 .136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the mailing date of this final action. 
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8. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to HONG SANG whose telephone number is (571)272- 
8145. The examiner can normally be reached on 8:30am-5:00pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Larry R. Helms can be reached on (571) 272-0832. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

Hong Sang 

Examiner, Art Unit 1643 
3/27/08 



/Christopher H Yaen/ 

Primary Examiner, Art Unit 1643 



